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TO: Survey and Certification Regional Office Management (G5) 

This memorandum addresses how survey and certification activities will proceed in the interim 
period between the April 24, 2003 effective date of CMS-2226-F (“Medicare, Medicaid, and 
CLIA Programs; Laboratory Requirements Relating to Quality Systems and Certain Personnel 
Qualifications,” 68 FR 3640) and the future date on which the new survey guidelines are 
published (most likely in October, 2003). 

In large part, the final rule simply reorganized portions of the prior CLIA regulations. It also 
reduced the regulatory burden on certain bacteriology, mycology, syphilis serology, general 
immunology, hematology and histocompatibility provisions and increased the burden on a 
handful of other provisions (for example, it made the general quality control requirements 
effective for all non-waived testing).  The following provisions resulted in reduced regulatory 
burdens on laboratories: 

• Bacteriology Requirements (former section 493.1227, Final Rule section 493.1261) 
o 	Reduced burdens for catalase, Cefinase, coagulase, oxidase, bacitracin, optochin, 

OHPG, X, V and XV disks or strips in that laboratories are now only required to 
check each batch, lot number and shipment of reagents, disks, stains, antisera and 
identification system when prepared or opened for positive and negative reactivity 
(and graded reactivity, if applicable). 

o 	Reduced burdens for laboratories using antisera in that positive and negative 
reactivity now only needs to be tested when the product is prepared or opened, and 
once every six months thereafter. 
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• Mycology Requirements (former section 493.1231, Final Rule section 493.1263) 
o 	Reduced burdens for laboratories using fungal identifications tests (germ tubes) and 

reagents in that now only each batch, lot number and shipment must be tested when 
the products are prepared or opened for positive and negative reactivity (and graded 
reactivity, if applicable). 

o 	Reduced burdens for laboratories using lactopenol cotton blue in that now batches, lot 
numbers or shipments only need to be tested for the intended reactivity with a control 
organism(s) when prepared or opened. 

• 	 Syphilis Serology and General Immunology (former sections 493.1239 and 493.1241, 
Final Rule section 493.1256 

o 	Note: The Final Rule section 493.1256 addresses all specialties unless there are 
specific requirements elsewhere in the CLIA regulations that specifically addresses a 
particular specialty. 

o 	Reduced burdens for laboratories as now control testing need only be done as 
specified by the laboratory or manufacturer but no less than once per day. 

• Hematology (former section 493.1253, Final Rule section 493.1256 and 493.1269) 
o 	Reduced the quality control testing burdens for automated hematology to that 

specified by the laboratory or manufacturer but no less than once per day. 
o 	Note: There has been no change to the quality control testing burdens for hematology 

manual cell counts using a hemocytometer or to quality control testing burdens for 
coagulation (manual or automated). 

• Histocompatibility (former section 493.1259, Final Rule section 493.1278) 
o 	Reduced the regulatory burden by eliminating the requirement for a monthly 

evaluation of a specimen as an unknown by each laboratory’s testing personnel. 

In keeping with CMS’ outcome-oriented approach to survey and certification, surveyors are 
being asked to only cite the most serious deficiencies (those that affect outcomes or potential 
outcomes) and to continue to offer education and technical assistance until the new survey 
guidelines are published.  Futhermore, surveyors are being asked to take into account the limited 
number of reduced burdens that we have noted above as they conduct their surveys. Also, 
surveyors are not being asked to survey for compliance with any of the general quality control 
requirements that did not formerly apply to FDA approved moderate non-modified tests or any 
other increased regulatory burdens until the new survey guidelines are published. 

When serious deficiencies are identified, surveyors may continue to cite to the various CLIA 
requirements by citing to the prior locations of applicable provisions until the new survey 
guidelines are published. The existing D-Tags and the October 1, 2002 (the most current paper 
publication of the Code of Federal Regulations) regulatory cites on the form CMS-2567 can 
therefore continue to be used, but we ask that any communications noting these tags and cites 
include the crosswalk from the final rule or some other means of denoting the cited 
requirements’ new locations in the Code. 
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The crosswalk in the final rule can be found at pages 3642-3650 of the Federal Register and it is 
attached for your convenience. 

Finally, until the new survey guidelines can be published, we ask that any letters that are issued 
to the laboratories summarizing survey findings contain explicit advisory language indicating 
that the survey guidelines from the former regulations were used with some modification to 
assess CLIA compliance. Please note that any such letters will only be treated as advisory 
communications with surveyed entities. Formal compliance actions will only be taken on 
findings based on the former survey guidelines after they have been individually reviewed and 
compared to the final regulations by the regional offices. 

Use of the following language in letters summarizing survey findings would satisfy our desire to 
notify surveyed entities about how the survey and certification program is operating during this 
interim period: 

“This report was generated following the survey guidelines drafted for the CLIA 
regulation in effect as of October 1, 2002 (the most current paper publication of the Code 
of Federal Regulations). As you are aware, final regulations were published January 24, 
2003 (68 Federal Register 3640) that in large part merely reorganized portions of these 
former regulations. The Final Rule also reduced the regulatory burden on certain 
bacteriology, mycology, syphilis serology, general immunology, hematology, and 
histocompatibility provisions of the former rule and increased the burden on a handful of 
other provisions (for example, it made the general quality control requirements effective 
for all non-waived testing). The increased regulatory burden like the general quality 
control requirements that did not formerly apply to FDA approved moderate non-
modified tests were not considered during the survey from which this report was 
generated. (Compliance with these increased regulatory burdens will only be assessed 
after the new Surveyor Guidelines are published later this year.) The surveyor(s) that 
conducted the survey from which this report was generated were provided with 
summaries about which the former regulations had been replaced with less burdensome 
requirements by the January 24, 2003 Final Rule. They were instructed at that time not to 
cite deficiencies that were based on the prior, more stringent requirements. 

Citations in this report have been made to the former regulatory citations. If you wish to 
ascertain where the applicable provision lay in the final regulations, you can utilize the 
enclosed crosswalk that was published in the Final Rule at pages 3642-3650. 

This report should be considered purely advisory in nature. Until the new survey 
guidelines are published, formal compliance actions will only be taken on the basis of 
findings that have been individually reviewed and compared to the final regulations.” 
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If you have questions or would like further clarification, please contact Judy Yost at 
410-786-3407 or Virginia Wanamaker at 410-786-7304. We appreciate your ongoing dedication 
to effective administration of the CLIA program and your assistance during this interim period. 

/s/ 
Steven A. Pelovitz 

Attachment 






















